MHCTPYKLMA
O IPUMEHEHHIO Jupokcuna® 10% pacTBOpa AMs NEPOPATBLHOIO TIPHMCHEHHS
JUTSL CUEHHS CeTbCKOXO3SICTREHHBIX IITHII MK 3200718 BAHHMAX OaxrepHaabHON U
MWKOILIA3MEHHON ITHONIOTHHI

(opraumsanms-pazpabotank «KRKA d.d., Novo meston, Criopens)

[. Obuue cBencHuS ]

1. Toprosoe HAUMEHOBaHME JIEKAPCTBEHHOTO TIpETIapata: Dupokcan 10%
PACTBOP 1T MEPOPANBHOTO NPUMEHCHUS (Enroxil® 10% solutio per usum oral).

MesKIyHapo/[HOe HeTIaTeHTOBAHHO® HAUMEHOBAHHUE! SHPOhIOKCALMH.

2. JlexapcTretHas (popMa: PAcTBOP A1 OPATLHOTO IPUMEHSHHS.

Supoxena® 10% pactsop s TEPOPATBHONO FPHUMEHCHUA B 1 Ma1 B
KadecTRe AEHCTBYIOLICTO BEMECTBA COAEPKUT HHPOGIIOKCALMHA IHPOXIOpHAA -
100 Mr, a B KauecTBe BCIOMOTATE/IbHBIX KOMITOHEHTOB! KaJlkisi THAPOKCHA — 16 wr,
GeH3UIoBLIA CIIHPT — 14 MI' ¥ BOAY JIMCTHIIMPOBAHHYIO - IO I mut.

Supoxcun 10% pacrsop Ans TepOPANBHOTO [PUMEHCHHA BbIILYCKAOT
pachacoBaHHBIM BO (DIAKOHBI U3 TEMHOTO CTEKIa MK B HOJIMITHIEHOBRIE OyTHLIH
COOTBETCTBYIOLIEN BMECTHMOCTH.

3. XpaHsT NeKapCTBEHHEIH TIPENapaT B 3aKPEITOH YIIAKOBKC NPOU3BOUTEIN
B CYXOM, 3allMIIEHHOM OT HPAMBIX CONHEYHBIX yyeil MecTe, OTHEIBHO OT
NPOAYKTOB [IUTAHHA U KOPMOB, NPH TeMIeparype oT 5°C mo 25°C.

4. Cpok TOIHOCTH JEKapCTBEHHOTO JIpernapara IpH coOirOIeHHH YCIIOBHH
XpaHeHus - 5 JIeT ¢ JAThL IPON3BOICTEA.

3anpeiaeTes UCTIOIB30BATE ICKAPCTBEHHETH Mpenapat 1o HCTEHeHHH ChOKa
rOTHOCTH.

5. XpaHUTH JeKapCTBEHHBIN nperapar clefyeT B MecTax, HeIOCTYHBIX JUIA
JeTeH.

6. Heucrnonw30BaHHBI Openapar YTHIM3UPYIOT B COOTBETCTBHH  C
TpeGOBAHMAMH 3aKOHO/ATENBCTRA.

T1. dapMakonornIecKie CBOMCTBA

7. BH})OKCHHGO 10% pacTBOP Ul NEPOPATILHOTO MPUMEHEHUsA OTHOCHTCA K
AHTHOAKTEPUATEHBIM TIPETIapaTaM IpYIIiBl YTOPXHHONOHOB.

"JHpo(TOKCAMH, BXOJIMHA B COCTAB JIGKAPCTBEHHOrO  IpEmapara,
obnazaeT IUPOKHM CLHEKTPOM AHTHOAKTEPHABHOIO H AHTHMHKOMIA3MEHHOTO
JeifcTBrsS. AKTHBEH B OTHOLIEHHH IPAMIONOXUTEIBHBIX H IPAMOTPULATC/IBHBIX
MHKpoopranusmos, B T.4. E.coli, Salmonella spp., Pasteurella haemolytica,



Pasteurella  multocida, Staphylococcus —aureus, Staphylococcus  hyicus.,
Streptococcus  spp., Klebsiella spp., Pseudomonas aeruginosa, Bordetella
bronchiseptica.,, Campylobacter spp., Corynebacterium pyogenes, Proteus spp.,
Mycoplasma spp., Brucella canis, Actinobacillus spp., Listeria monocytogenes,
Haemophilus spp., Clostridium perfingens u np.

MexannsMm  IeficTBHS 3HPOQIIOKCALMHA 3aKIIOYAeTCS B HHIUOHPOBAHHH
AKTHBHOCTH (epMeHTa rupassl, obecneunsaromero peraukanuio cmpanu JHK &
gape GaKTepHanbHOM KIETKH, YTO IPHBOTHUT K rubei MUKPOOPraHH3Ma.

[Tpu IiepopadbHOM BBEIEHNH JIGKAPCTBEHHOTO IIpenapara SHPO(IOKCaLHH
XOPOWIO W GBICTPO BCACKIBAGTCH B HKETYAOUHO-KMIIETHOM TPAKTC M, NOCTYTad B
KpOBh, TPOHMKAET BO BCe OpraMbl M TKaHW opraHusma. MakcumaisHas
KOHLEHTpalMs 3HpO()JIOKCAllMHA B KpoBH pocTuraercst wepes 1,5-2,0 uaca,
TEpANeBTHHecKas KOHUCHTPAIMS COXpaHseTcs B TedeHde 24 4YacoB MOCHe
BBEJIEHHS JICKAPCTBEHHOIO TIpenapara. BeIBOTUTCR dHPOGIOKCALMH 13 OpraHusMa
['THI B OCHOBHOM B HEH3MEHEHHOM BHAe M B Bwie Merabomura —
unnpo@noxcaunﬁa C TIOMETOM.

BHpOKcun 10% pacTBOp A NEPOPAIBHOTO IPUMEHCHUS IO CTEHNEHH

RO3MEHCTBUS Ha OPTAHM3M OTHOCHTCS K YMEPEHHO ONacHBIM BerecTBam (3 Kiace
onacuocti o FOCT 12.1.007-76).

111 Tlopsnok npuMeHeH s

8. SHPOKCHJ{(@ 10% pacTBOp IV MEPOPaNbLHOTO MPHMEHCHHS HA3HAYAOT
UBIUISTaM-0poliepaM, PEMOHTHOMY MONOAHAKY Kyp M UHAEHKAM DpH
KoJMGaKTEpHO3e, CANbMOHE/IE3€e, CTPEIITOKOKKO3e, HEKPOTHYECKOM OHTEpUTE,
kamnuiobakTepuiHoM Temarute, TeMOQuIe3e, MWKOMIA3MO3¢ W APYTUX
3a60JIEBAHAIX, BO3OYIHTENA KOTOPBIX HyBCTBUTEIBHBI K HPODIOKCALHHY .

9. llporviBorOoKasaHUeM UL TPUMEHEHHA — lpenapaTa  ABJACTCH
WHAMBHTYANbHASL TOBBIMICHHAN ‘-IyB(JTBI/ITeHLHOCTb SKUBOTHOTO K (DTOPXUHOIIOHAM.
Bampenaercd NPUMEHEHHE Dapokcnna’  10% pacTBopa AN NIEPOPATLHOIO
NPUMEHEHHS KypaM-HEeCYIIKAM i PEMOHTHOMY MOJIONHAKY MEHee UeM 3a 2 Helle/H
710 Hadaa aALeKIaiKd, BBUAY HAKOIUICHNS sHpodIOKCAlMHA B AHIAX.

10. Dupoxcun® 10% pacTBOp I8 NEPOPATBHOTO NPUMEHEHHS BBOST €
BOJIOM IUIS TTOeHUs B cyTo4HOM qoze 10 Mr supoduokcanuna Ha 1 Kr >K¥UBOH Macchl
IITHIIBI, YTO COOTBETCTBYET:

- T 10 4-HelepHOr0 Bo3pacTa 5 MIl ipenapata Ha 10 i1 Boast;

- rTulie cTapiue 4-HefienbHoro Bospacta 10 Ma npenaparta Ha 10 11 BojibL.

Bo ppems Iedenus JUIS TIOEHMA [THIB! HCIIONBL3YETCS TONBKO BOJA €
JIeKapCTBEHHBIM  cpeficTBOM. Ilepuonm nedenust cocraBmser 3 juHd, a Tpd
cajJpMOHesIese — 5 AHeH.

PacTBop NEKAPCTBEHHOrO TIperapaTa TOTOBST eKEIHEBHO W3 pacteTa
CyTOMHOM TTOTPeOHOCTH NTHIH B BOTIE.

11, CHMIITOMEI HEePetO3HPOBKY Y TITHULIEI HE BRIABIICHDI.

12. OcoGeHBOCTEM AEHCTBHS JIEKAPCTREHHOTO TIPETapaTa Nnpy ero MepBoM
NpAMEHEHUH M OTMEHE HE YCTAHOBJICHO.



13. Caepyer wusberaTs TNpOIycka OYEPENHOM J03bl JEKAPCTBEHHOIO
npenapara, Tak Kak DTO MOXeT NPHBECTH K CHHDKCHHMIO TEPaleBTHYECKOH
sddextusHOCTH. B cmywae npomycka OIHOH 03B [IPHMEHEHME Tpenapara
BO300HOBIMIOT B TOM K€ NO3UPOBKE U TIO TOH Ke CXeMe.

14. TloGounbIX 4BIEHMH M OCTOXNHEHHMH Yy TITHIL IpH TPUMEHEHHH
JIEKAPCTBEHHOTO INIpernapara B COOTBETCTBHU ¢ HACTOSINEH HHCTPYKUMEH He
HabmoaeTcs. -

15. He cnenyer npuMeHaTh Supoxcun’ 10% pacTBOp MIf NEPOPAIBHOTO
NPUMEHEHHST  COBMECTHO ¢ AHTHOMOTHKAMH  TETPALMKIMHOBOIO  pAIA,
MaKpOJIHAAMH, JTHHKO3AMUIAMHI B XITOpaM(pEeHHKOIOM.

16. YOoI TITHIBI Ha MSICO pa3peraeTes He paHee, YeM depes 8 CYTOK [10Che
IOCHEAHEr0 NPUMEHeHUs Tmpenapara. Msaco OTHIBL, BREIHYX/IeHHO YOHTOH 10
HCTEYEHHsl VKA3aHHOTO CPOKd, MOXKeT OBITh HWCIONB30BAHO NI KOPMIEHMS
NYUTHBIX 3BEPEH.

IV. Mepsbl nH4B0#A NpoduIakTHKH

17. Tlpn pabore ¢ DHpoxcwiroM® 10% pacTBOPOM Jiisi TEPOPAILHOIO
npuMeHeHuss  Heobxomumo cobmonate o0uMe TpapHIa JMYHOH FHTHEHBI H
TEXHHKH O€30I1aCHOCTH, TIPEAYCMOTPEHHbIE IIpy pabore ¢ JIEKapCTBEHHBIMM
cpeacTBaMu. Bo Bpemst paboThl ¢ IeKapCTBEHHBIM IIPETIapaToOM 3aNpeinaeTcs MuTh,
KYPUTE ¥ IpUHAMATE nuiny. [To oxoxyaHHR paboThl CnexyeT TIIATENBHO BLIMBITH
¢ MBLUIOM JTHIIO H PYKH, POT HPONONOCKATE BOXOH.

18. JhopsM ¢ TUNEPYYBCTBUTENLHOCTBIO K Q)Topxnﬁon(mam clieayer
m30erarh NPAMOTO KOHTakTa ¢ TIpenapatoM. [IpH chnyualiHOM MoNIaJaHHH
npenapara Ha KOXY HWIH CIH3UCThIE 000I0UKH ero HeoOXOIUMO CMBITh IPOTOYHOMH
BOIOH ¢ MbUIOM. B cliyuae MOABICHHS aJICPrHUECKUX peakluil /M| cryvaiiHoM
[IPOTAATEIBAHMH JIEKAPCTBEHHOTO TIperapara clefyeT HeMeIJIEHHO 00paTHThCs B
MEIMLMHCKoe yupekaende (npu cefe HMeTh HHCTPYKIMIO TIO NPUMEHEHHIO
npenapara Wi STHKETKY ).

19. 3Banpemaercs WCHONB30BaHUE (IAKOHOB M3-TI0J[ JIEKAPCTBEHHOTO
cpencrsa ang 661ToBbIX Lenel. [lycroie (akoHBI TOMEIIAIOT B TIOJHI THICHOBBIH
DAKET U YTHIH3HPYIOT C OBITOBBIMU OTXONAMH.

20. Oprammzauus-npoussourens: «KKRKA d.d.,, Novo mesto», Smarjeska
cesta 6, 8501 Novo mesto, Slovenija. Anpec llpencrasurenscrsa «KRKA d.d.,
Novo mesto»: 123022, r. MockBa, yi. 2-1 3Benuropojckast, 1. 13/43, 6 stax.

Hucrpykis paspadorana «KRKA d.d., Novo meston, Ciosenus

Pexomennosat k perucrpauy 8 PO OI'bY «BI'HKH»,

Homep pervcTpaiitoHHOTO YI0CTOBEPEHNA
C yreepkIeHHEM HACTOALUECH MHCTPYKUWN TIOHTHHMEHEHHIO SHpokcHIa”

10% pacTBOopa JUIS TEpOPANbHOTO IMPHMEHEHHSE ~TEDSCT CHIIY HMHCTPYKIMS,
yreepxaenHas 21.04.2011 r.





